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Dr. Robert Moore, Branch Chief, . L 4 2005

Compliance and Enforcement Branch : -

Division of Dietary Supplement Program/ONPLDS [

Center for Food Qafei;y and Applinr‘l Nutrition T —
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Food and Drug Administration e
HFS-810

200 C Street, SW

Washington, DC 20204

Subject: 30-Days Notification Letter of Dietary Supplement’s Statement

Dear Dr. Moore,

As tie authorized U.S. Agent and distributor for Principle, Purapharm International (H.K.)
Liimited, with registered Company address at One Tronex Centre, 3 Luger Road, Denville, NJ
07834, notice is hereby given pursuant to the requirements of Section 403(r)(6) of the Federal
Food, Drug and Cosmetic Act (21 U.S.C. 343(r)(6)) of the intent of us to market in the U.S. a
dietary supplement, brand-named as ONCOZAC, which contains 340mg grams of Standardized
Yunzhi (Coriolus Versicolor) Extract, equivalent to 3.4 grams of dried natural and wild Yunzhi
(Coriolus Versicolor). Accordingly, an original and two copies of this notification, the typeset
artwork of Bottle Label and outerbox are submitted for your reference.

[ hereby also certify that, to the best of my knowledge, all the information submitted here is true
and accurate.

Please direct all correspondence to me and feel free to call me at (973)-627-3800 if you have any
question regarding this matter.

Sincerely yours,

=S/

Donald Chu
President & CEO

cc: PuraPharm International (H.K.) Ltd.

875 0162 LET /éé/j;z‘

Tronex Company
One Tromex Centre 3 Luger Road Denville, NJ 07834 U.S.A. Tel: 973 627 3800 Fax: 973 625 7630
information @tronexcompany.com www.tronexcompany.com



“woupsp e anaid 0 3103 7
“uoneRsuRMPY Brug 7 paos eul AQ

“WBiuns 1oexp posy “wonid Aip 000 @ uj dady

5201 1ubram 1ou “ogioq/sopnedin oog

uwIoiSAYd AQ pRIDGHP S JO AlRED SKUT OM| ‘Sopfisdeo 5

monyBopyded

SRAI0SGE peTprepte;s SURIMUGCT) ORAXS IYZURA RODL T RLMPABY}
DB pue Aouegsisuoo ‘Aajes sy
BOOUMLILI PUR JBXUISLI ‘AUsBAY paysiqese
m vo_mo s .vanouco 10 yoeq AoAg  sebeydoroewr pue
»=8 MOLRW $UOY 'Sife3 POOKY sy Buoddns Aq wogoury senww
PG 84} $A0I0UN AISALOR® UED oL “LZUNA 0L PARRING
En< :-u:_mocaa& SiqeEqIoSqe PejRIURcUY AUBIY JO SISISUOS
A "SPIpUEIS D Jous Japun sseoaxd uogonpoud Amieudosd pue

peyeonsiydos yum peonpoid s1 IRZOIUQ “WZURA IR
WOl 8PN “WIISAS SUMLL mhxz #y} Biauryue pue Bugoddns 1o}
podoAIR AOUISISUCD PuE ASEOYS PIOURYUR UM Watividdns [eio
POALSD - (SOJOOSIRA STHOUOD) KIZUNA UORIUED MU # §1 IE200U0

- Bz
BUNERY - KB WEYWRENY - VANERRENNY B ENNT .

HNHEXESE  WEALWAE : #9
HZ0L Wk  BANOOE NS : MW

(MR TNSME RN T L)
WRLH TR YooY YeEk: BN
MERNRBLNERT) ZEFEWEW %00 : G
Lo WME
ZHWRTERUE NERCBEU®)  FEREAY
FUE - CUFTWEHBRE - DENBRT AT
- ANEDELENEN BERIN G NERSY - ¥B
FURAZE, FEE - e R EINUERAURTWR
TN MUK RENRINON T M B R T A RRANET
- BRERYER  REFTEWEWR00LHY SN
WY - RNRUBEECEREIR-ARNZE, FTHE

R X T T PR PY T YRy
TrservessEesTIErRPRN Y
12000908
seeceevrsr
o

¥'S'( PEBL0 N ‘Onaueq ‘Proy 166 € S91U9s) XRUOLL U

‘TEOUNSIBULIEYG XaUOiL | AQ painausiq

EWRTENERNN (KE) LK
payn (3 H) feuonewsiu; wieydeind Jo tonpoid y

DJ

PC 5127-USA




ARNT oNy
WERe neqiada

oezOdU() . L. ovZOdU()

H31NIHd 3HL Ol d3"d3434 LSNIW LNO-31d 11V "LNV.LHOdWI



L6SLOZyH 208 68yY

il

s1ok4 uswvddng |

abesms
Guieg
abesug

1avpasfiug

LICZ030)

SZONQ)

Wir Ha gy &y

EERE I
U R
Nhs k. FBE




